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6.0 ACCREDI TI NG AUTHORI TY
6.1 | NTRODUCTI ON

The standards in this Chapter define the process and
criteria that will be used by the National Environnental
Laboratory Accreditation Program (NELAP) to determ ne
whet her accrediting authorities applying for NELAP
recognition neet the standards required for such
recognition.

Chapter six is structured so that the requirenents of the

I nternational Organization for Standardi zation/the

I nternational Electrotechnical Commssion (1SOIEC Cuide
58: Calibration and testing | aboratory accreditation
systens- General requirenents for operation and recognition,
1993 are incorporated into the requirenents for an
accrediting authority to be NELAP-recogni zed.

Chapter six addresses nost of the requirenents of 1SO1|EC
Guide 58. All NELAP-recogni zed accrediting authorities are
required to adm ni ster an environnmental |aboratory
accreditation programthat neets the requirenents contained
in the National Environnmental Laboratory Accreditation
Conference (NELAC) standards, Chapter six. Those |ISQOIEC
Qui de 58 requirenents not addressed in Chapter six are
addressed in the NELAC standards, Chapters two through five.
Since Chapter six requires an accrediting authority to
adm ni ster an environnental |aboratory accreditation program
that requires | aboratories to neet the standards set forth
in the NELAC standards, Chapters two through six, all the
requirenments of SO IEC Guide 58 will be nmet by a NELAP-
recogni zed accrediting authority. In nost cases, the

| SO'I EC requirenents, contained in Chapter six or elsewhere
in the NELAC standards are not direct quotations fromthe

| SO | EC gui dance docunent.

6.2 GENERAL PROVI SI ONS

a) In all cases, accrediting authorities are governnental
organi zations at the territory, state or federal
| evel s.

b) Aterritorial, state or federal entity shall designate
t he appropriate agencies or departnents as its
desi gnat ed NELAP-recogni zed accrediting authorities for
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d)

f)

1)

2)

3)

4)

the fields of testing for which NELAP recognition is
bei ng sought.

A NELAP-recogni zed accrediting authority shall not

del egate authority for granting, maintaining,
suspendi ng or revoking a | aboratory’s NELAP
accreditation to an outside person or body. Portions
of the accreditation process nay be contracted out
when the accrediting authority follows the provisions
of subsections 6.3.3.1.2 and 6.3.3.1.3 (b)(3); however,
the authority to grant, maintain, suspend or revoke
NELAP accreditation nust remain with the accrediting
authority.

The procedures under which a NELAP-recogni zed
accrediting authority operates shall be adm nistered in
an inpartial and non-di scrimnatory manner. An
accrediting authority shall have no rul es, regul ations,
procedures or practices that:

restrict the size, large or small, of any |aboratory
seeki ng accreditation;

require nmenbership or participation in any
| aboratory or other professional association;

i npose any financial conditions or restrictions for
participation in the accreditation program ot her
than the fees authorized by territorial, state or
federal |aw, and

conflict wwth any territorial, state or federal |aws
governi ng di scrimnation.

Accrediting authorities and their subcontractors shal
confine their requirenents, assessnents and deci sion
maki ng processes for a NELAP accredited | aboratory to
those matters specifically related to the fields of
testing of the NELAP accreditation being sought by a
| abor atory.

If the NELAP insignia is used on general literature
such as brochures, |etterheads and business cards, a
NELAP-r ecogni zed accrediting authority shall acconpany
the display of the NELAP insignia with at |east the
phrase " NELAP-recogni zed".
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Accrediting authorities are encouraged to establish one
or nore technical commttees for advising the
accrediting authority on the technical matters relating
to the operation of its environnmental |aboratory
accreditation program \Wen such committees are
established, the accrediting authority shall have

formal rules and structures for the appointnent and
operation of commttees involved in the
accreditation process and such commttees shall be
free fromany commercial, financial, and other
pressures that m ght influence decisions, or

a structure where commttee nenbers are chosen to
provide inpartiality through a bal ance of interests
where no single interest predom nates.

Unl ess the contrary is clearly indicated, al
references in this Chapter to singular nouns include
the plural noun, and all references to plural nouns
i nclude the singular, for exanple, “area of
responsibility” also includes nmultiple “areas of
responsibility.”

1 Reciprocity

Except as noted in this subsection, NELAP-recogni zed
secondary accrediting authorities shall grant
accreditation to | aboratories accredited by any ot her
NELAP-recogni zed primary accrediting authority. Such
reci procal NELAP accreditation shall be granted on a

| abor at ory-by-1 aboratory basis. The NELAP-recogni zed
secondary accrediting authority shall consider only the
current certificate of accreditation issued by the
NELAP-r ecogni zed primary accrediting authority.

When granting reciprocal accreditation to a | aboratory,
t he NELAP-recogni zed secondary accrediting authority
shal |l grant reciprocal accreditation for only the
fields of testing for which the | aboratory hol ds
current primary NELAP accreditation.

All fees shall be paid by |aboratories as required by
t he NELAP-recogni zed secondary accrediting authority.

Laborat ori es seeking NELAP accreditation by a NELAP-
recogni zed secondary accrediting authority shall not be
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required to neet any additional proficiency testing,
qual ity assurance, or on-site assessnent requirenents
for the fields of testing for which the | aboratory
hol ds primary NELAP accreditation.

e) | f a NELAP-recogni zed secondary accrediting authority
notes any potential nonconformance with the NELAC
standards by a laboratory during the initial
application process for reciprocal accreditation or for
a laboratory that it has already granted NELAP
accreditation through reciprocity, the NELAP-recognized
secondary accrediting authority shall imrediately
notify, in witing, the applicable NELAP-recognized
primary accrediting authority. The notification nust
cite the applicable sections within the NELAC standards
for which nonconformance by the | aboratory has been
not ed.

1) | f the alleged nonconformance is noted during the
initial application process for reciprocal NELAP
accreditation, final action on the application for
reci procal NELAP accreditation shall not be taken
until the alleged nonconfornmance issue has been
resol ved, or

2) I f the alleged nonconformance is noted after
reci procal NELAP accreditation has been granted, the
| aboratory shall maintain its current NELAP
accreditation status until the alleged
nonconf ormance i ssue has been resol ved.

f) Upon recei pt of the subsection (e) notification, the
NELAP-r ecogni zed primary accrediting authority shall:

1) Revi ew and i nvestigate the all eged nonconf or mance,

2) Take appropriate action on the |aboratory as set
forth by the NELAC standards, including the addition
of any change of accreditation status in the
Nat i onal Envi ronnmental Laboratory Accreditation
Dat abase. All such actions shall be taken in
accordance with the |laboratory’s right to due
process as set forth in the NELAC standards, Chapter
four, Accreditation Process,

3) Respond to the NELAP-recogni zed secondary
accrediting authority, in witing, wwth a copy to
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the NELAP Director, within 20 days of receipt of the
subsection (e) notification providing:

A an initial report of the findings;
B) a description of the actions to be taken; and

O a schedul e for inplenentation of further action on
t he all eged nonconfornmance, if necessary.

If, in the opinion of the secondary accrediting
authority, the primary accrediting authority does not
take tinmely and appropriate action on the conplaint,

t he secondary accrediting authority should notify the
NELAP Director of the dispute between the two
accrediting authorities regarding proper disposition of
the conplaint. Wthin 20 days of receipt of such
notification, the NELAP Director shall reviewthe

al I eged nonconformance and take appropriate action
according to the standards set forth in this Chapter.

Where to Apply for NELAP Accreditation

Laboratories that are NELAP accredited by an
accrediting authority that has | ost NELAP recognition
may seek NELAP accreditation through any NELAP-
recogni zed accrediting authority. The |aboratory’s
NELAP accreditation shall remain valid throughout its
current certificate of accreditation.

Except for governnmental |aboratories in federal
departnents or agencies hol ding NELAP recognition as an
accrediting authority, |aboratories seeking NELAP
accreditation or renewal of NELAP accreditation nust
apply for such accreditation through their hone state
(the state in which the I aboratory facility is |ocated)
accrediting authority.

Laboratories located in a territory or state that is
not NELAP-recogni zed may seek NELAP accreditation
t hrough any NELAP-recogni zed accrediting authority.

Governnment al | aboratories not an organi zational unit

wi thin the departnent or agency in which the
accrediting authority is |ocated shall apply for NELAP
accreditation through their honme-state accrediting
authority.
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e)

f)

1)

2)

3)

6. 2.

a)

1)

Governnental | aboratories that are organi zational units
of the same departnment or agency in which the
accrediting authority is | ocated or have other
institutional conflicts of interest may:

denonstrate by organi zati onal structure that the
| aboratory’ s responsible party of record and the
envi ronnental | aboratory accreditation program
manager do not report to the sane individual

denonstrate by policies and procedures that
conflicts-of-interest, actual or potential, do not
exi st; or
apply for NELAP accreditation through any ot her
NELAP-r ecogni zed accrediting authority.
In order that all |aboratory applications for NELAP
accreditation are treated equally, accrediting
authorities shall initiate processing applications for

NELAP accreditation in the chronol ogical order that the
applications are received.

3 Docunentation Miintained by Accrediting Authorities

The accrediting authority shall provide through
publication, electronic nmedia or other neans a docunent
or docunments describing its environnmental |aboratory
accreditation program

The docunent or docunents shall include the
fol | ow ng:
A information setting forth the authority of the

accrediting authority to grant |aboratory
accreditations and whet her such | aboratory
accreditation is mandatory or vol untary;

B) information setting forth the accrediting
authority’s requirenents for an environnental
| aboratory to becone accredited;

O information stating the requirenents for granting,
mai nt ai ni ng, w thdraw ng, suspendi ng or revoking
| aboratory accreditation;
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D) i nformati on about the | aboratory accreditation
process;
E) informati on on fees charged to applicants and
accredited | aboratories;
F) information regarding the rights and duties of
accredited | aboratories; and
c) information listing its NELAP accredited
| aborat ori es describing the NELAP accreditation
gr ant ed.

2) The docunent or docunents shall be revi ewed
annually. A witten record of this review nust be
avai l abl e for inspection by the NELAP assessnent
t eam

b) When the docunent or docunents reviewed in subsection
(a)(2) above reveals that the accrediting authority’s
environnental | aboratory accreditation program has
changed or is otherwise different fromthe
accreditation programdescribed in such docunents, the
docunent or docunents shall be updated within 30 days
of the review

c) The docunent or docunents described in subsection
(a) (1) above shall be nmade readily avail abl e upon
request.

6.3 APPLI CATI ON FOR NELAP RECOGNI Tl ON

This section describes the process by which accrediting
authorities may apply for NELAP recognition and the
procedures that NELAP will use to review the applications.

6.3.1 Witten Application for NELAP Recognition

a) Each accrediting authority requesting initial NELAP
recognition shall conplete an application and supply
al | supporting docunentation. Applications can be
obtained fromthe Ofice of the NELAP D rector, USEPA.

b) The application shall request information that is
essential for the NELAP to evaluate an accrediting
authority’s environnental |aboratory accreditation
program \When docunentation is required, copies of the
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applicable statutes, rules, regulations, policy
statenents, standard operating procedures, guidance
docunents, etc. nust be submtted along with a clear
citation of where the required information is found in
t he docunents. The application will request the
follow ng informati on and docunentation fromthe
accrediting authority:

1) the nanme, mailing address, telephone nunber,
electronic mail address and telefacsimlie nunber of
the accrediting authority;

2) the statutes and regul ati ons establishing and
governing the accrediting authority’s environnental
| aboratory accreditation programas required in
subsection 6.3.3.1 (b) and (c);

3) t he policies, guidance docunents and standard
operati ng procedures governing the operation of the
accrediting authority’s environmental |aboratory
accreditation programas set forth in subsection
6.3.3.1 ;

4) the accrediting authority’s arrangenents for
l[iability insurance and workman’s conpensati on
i nsurance coverage as required in subsection 6.3.3.1

(d);

5) the requi renents governi ng how the accrediting
authority restricts the use of its accreditation by
accredited | aboratories as required in Section 6.8;

6) the fields of testing for which the accrediting
authority is requesting NELAP recognition;

7) the name and title of the prinmary person responsible
for the day-to-day managenent of the accrediting
authority’s environnental |aboratory accreditation
program as required in subsection 6.3.3.1 (h);

8) t he nanmes, education and experience |evels of the
accrediting authority’s environmental |aboratory
accreditation programi s managenent and techni cal
staff as required in subsection 6.3.3.1 (f), (g) and

(h);
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t he nanes and contractual agreenents for any
external assessnent bodies used by the accrediting
authority as required in subsection 6.3.3.1.2 and
6.3.3.1.3 (b)(3);

t he nanes, areas of responsibility, education and
experience levels of all technical and assessnent
enpl oyees of any external assessnent bodies used by
the accrediting authority as required in subsection
6.3.3.1.2 and 6.3.3.1.3 (b)(3);

RESERVED

a description of the accrediting authority’s

envi ronnmental | aboratory accreditation program
quality systens (e.g., a quality systens manual or a
qual ity assurance plan) as required in subsection
6.3.3.1.3;

the procedures for the selecting, training,
contracting and appointing of the accrediting
authority’s laboratory assessors as required in
subsection 6.3.3.1 (f) and (9);

a description of the accrediting authority’s
conflict-of-interest disclosure programas required
in subsection 6.3.3.1 (i);

a tabular listing of all |aboratories applying for
accreditation in the two-year period i nmediately
precedi ng the date of the application. The table
shall set forth the date on which the |aboratory’s
application for accreditation was received by the
accrediting authority and the date on which final
action on the application was taken.

the policies and procedures used by the accrediting
authority for establishing and mai ntaining records
on each accredited | aboratory and procedures for
record access and retention as required in
subsection 6.3.3.1.1,

the accrediting authority’s findings, reports and
corrective actions frominternal audits conducted in
the last two years as required in subsection 6.3.3.1
(j) and 6.3.3.1.3 (b)(4);
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d)

18) a certification that the accrediting authority neets

the provisions of Section 6.2 of this Chapter;

19) the nane and job title of the individual or

i ndi vidual s authorized to sign accreditation
certificates; and

20) the standardi zed checklist required by subsection

1)

2)

3)

6.3.2 (¢)(1) is to be conpleted by the applicant
accrediting authority citing the location in the
application or supporting docunents where the
checklist information is provided.

The application nmust be signed and dated by the highest
ranki ng individual within the departnent or agency
responsi ble for | aboratory accreditation activities for
whi ch NELAP recognition is being sought. By signature
on the application, this individual nust attest to the
validity of the information contained within the
application and its supporting docunents.

The accrediting authority shall submt a renewal
application to the NELAP every two years to nmaintain
NELAP recogni ti on.

The NELAP shall send by certified mail or sone other
verifiable neans to the accrediting authority, no

| ater than 180 days prior to the expiration of the
accrediting authority’ s then-current NELAP
recognition an application for renewal of NELAP
recognition to the accrediting authority.

The accrediting authority nust address each

requi renment of subsection 6.3.1 (b); however, it
must submt information and docunentation only of
changes fromthe accrediting authority’s nost recent
NELAP-r ecogni zed environnental | aboratory
accreditation program

The accrediting authority nust submt the conpleted
renewal application and supporting docunents to the
NELAP wi thin 30 days of receiving the renewal
notification.
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Appl i cati on Conpl et eness Revi ew by NELAP

The NELAP is required to provide notices required by
this Chapter only to those accrediting authorities who
have submtted an initial application for NELAP
recogni tion or who hold NELAP recognition.

| f the NELAP does not receive a conpleted renewal
application as specified in subsection 6.3.1 (d)(3),
the accrediting authority shall be notified in witing.
| f the accrediting authority does not submt the

conpl eted application within 15 days of receipt of this
notification fromthe NELAP, the accrediting
authority’s NELAP recognition will not be renewed upon
expiration of its current NELAP recognition.

Foll owi ng receipt of an initial or a renewal
application, the NELAP nust conplete a review of the
application and supporting docunents to determ ne that
i nformati on and supporting docunentation required in
subsection 6.3.1 (b) is included with the submttal.

The conpl et eness review of the application and
supporting docunents shall be conducted using a
standar di zed checkli st provided by the NELAP as part
of the application. The checklist shall be designed
to assist the applicant in gathering all the

i nformati on needed to conplete the application and
include a place to note the date the conpl eteness
review was conpl et ed.

The NELAP nust notify the accrediting authority in
witing wwthin 15 days of receiving the application
of any additional information needed to conplete the
appl i cation.

The accrediting authority nust provide any
additional information or clarification requested in
witing wwthin ten days of receipt of the (c)(2)
notification.

A The NELAP may grant extensions to the ten-day tine
period for up to an additional ten days if the
accrediting authority requests the extension in
writing.
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B) The NELAP shall notify the accrediting authority
in witing when an extension is granted.

4) Witten notification to the accrediting authority
that an application is conplete shall be furnished
by the NELAP within five days of the date of such
determ nation

6.3.3 Application Technical Review by a NELAP Assessnent
Team

a) Wthin 30 days of the determ nation that the
application is conplete, the NELAP assessnent team as
established in subsection 6.9.1 will performa
technical review of the application and its supporting
docunents and respond in witing to the accrediting
authority.

1) The review shall be conducted in accordance with the
NELAP standard operating procedures for application
revi ew, and

2) The review shall be perforned by the same NELAP
assessnent team assigned to conduct the on-site
audi t .

3) In the years when no on-site audit is required, as
provided in subsection 6.4 (a)(2), the NELAP
Director shall endeavor to appoint the same NELAP
assessnment teamthat conducted the application
technical review and on-site audit for the
accrediting authority’ s inmmedi ately preceding
application cycle.

4) The NELAP Director shall appoint a different NELAP
assessnment team for each succeedi ng four-year NELAP
on-site audit cycle as set forth in Section 6.4 (a)
of this Chapter. New four-year NELAP on-site audit
cycles shall start with each renewal application
when an on-site audit of the accrediting authority
IS required.

b) The NELAP assessnent teamw ||l review the application
and supporting docunents to eval uate whet her the
accrediting authority’ s environmental |aboratory
accreditation programrequires its accredited
| aboratories to neet the standards set forth by the
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NELAC st andards, Chapter two, Proficiency Testing,
Chapter three, On-Site Assessnent, Chapter four,
Accreditation Process and Chapter five, Quality
Syst ens.

Shoul d t he NELAP assessnent team have questions or need
additional application information to determ ne the
accrediting authority’s conpliance wth this Chapter,

t he NELAP assessnment team nust seek additi onal
application informati on and docunentation fromthe
accrediting authority.

6.3.3.1 Requi red Technical El enents of a NELAP- Recogni zed

a)

b)

d)

f)

Accrediting Authority’s Program

The NELAP assessnent teamw || review the application
and supporting docunentation to ensure that the
accrediting authority’s environmental |aboratory
accreditation programneets the requirenents of
subsection (b) through (m bel ow

The accrediting authority shall be a legally
identifiable governmental entity;

The accrediting authority shall have the authority to
carry out an environnmental |aboratory accreditation
progr am

The accrediting authority shall have the sane
arrangenments to cover liabilities and workman’s
conpensation clainms arising fromits operations and
activities as all other prograns, units, divisions,
bureaus, etc. in the departnent or agency in which the
accrediting authority is | ocated;

The accrediting authority shall have the resources
necessary to conplete action on a | aboratory’s
application within nine nonths fromthe tine a
conpleted application is first received fromthe

| aboratory. This tine period applies as |Iong as al
turn-around tinmes for responses to application review,
proficiency testing and on-site assessnent issues are
carried out within the required tine limts set forth
in the NELAC standards.

The accrediting authority shall appoint and maintain
records on assessors, including contractual assessors,
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who neet the education, experience and training
requi renents set forth in the NELAC standards, Chapter
three, On-Site Assessnent. Such records shall include:
1) nanme and addr ess;
2) organi zation affiliation and position held;
3) educational qualification and professional status;
4) wor kK experi ence;

5) training applicable to | aboratory accreditation;

6) experience in | aboratory assessnent, together with
field of conpetence; and

7) date of nobst recent updating of record.

g) The accrediting authority shall have a systemin pl ace
to eval uate assessor performance that is consistent
with the organizational enployee eval uati on program and
denonstrates conpliance with the NELAC st andards,
Chapter three, On-Site Assessnent;

h) The accrediting authority shall identify one individual
responsi bl e for day-to-day managenment of the
accrediting authority’s environmental |aboratory
accreditation program This individual nust:

1) be an enpl oyee of the accrediting authority, and
2) have the technical expertise necessary to:

A pl an and manage the | aboratory accreditation
pr ogr am

B) coordi nate various facets of the |aboratory
accreditation programw th other territory, state
and federal accrediting authorities,

O coordi nat e devel opnent of environnental |aboratory
accreditation regul ations, and

D) eval uate the technical conpetence and performnce
of contractors or enpl oyees.
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The accrediting authority shall have arrangenents to
ensure that the accrediting authority’s managenent and
technical staff are free of any commercial, financial
or other pressures that influence the results of the
accreditation process and are subject to the sane
conflict of interest disclosure requirenents designed
to identify and elimnate potential conflict-of-
interest problens as all other prograns, units,

di vi sions, bureaus etc. in the departnment or agency in
whi ch the accrediting authority is |ocated;

The accrediting authority shall have a docunented
procedure in place to conduct systematic internal
audits annually of the accrediting authority’s
environnental | aboratory accreditation programto
verify conpliance with the NELAC standards. One

el emrent of the annual internal audit shall be to review
the effectiveness of the quality systens required in
subsection 6.3.3.1.3. \Wen applicable, the accrediting
authority shall use the sane policies and procedures
for internal audits as used by all other prograns,
units, divisions, bureaus etc. in the departnment or
agency in which the accrediting authority is |ocated;

The accrediting authority shall designate the

i ndi vi dual specified in subsection 6.3.3.1 (h) or an
i ndi vi dual who reports directly to the individual
responsi bl e for day-to-day managenent of the
accrediting authority’s environmental |aboratory
accreditation programto take responsibility for the
quality system and nai ntenance of the quality
docunentation required in subsection 6.3.3.1.3;

The accrediting authority shall have established
standard operating procedures for dealing with appeals,
conplaints and disputes arising fromdenial, suspension
or revocation of |aboratory accreditation, or from
users of the services about the NELAP accredited

| aboratories or any other matters; and

The accrediting authority shall require a proficiency
testing program neeting the requirenents of the NELAC
standards, Chapter two, Proficiency Testing.
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6.3.3.1.1 Records

a)

b)

The accrediting authority shall have arrangenents to
establish and maintain records for each accredited

| aboratory with respect to all aspects of the

| aboratory’ s accreditation process.

The accrediting authority shall have a policy and
procedure for retaining NELAP accreditation records for
a mnimmof ten years or a longer period of tinme if
required by contractual obligations or pertinent
territorial, state or federal |aws and regul ati ons.

The accrediting authority shall have a policy and
procedures concerning access to records as prescribed
by the territorial, state or federal entity in which
the accrediting authority resides.

6.3.3.1.2 Use of Contractors by an Accrediting Authority

a)

b)

1)

2)

3)

The accrediting authority shall have arrangenents to
ensure that all |aboratory accreditation functions
performed by a contractor on behalf of the accrediting
authority are carried out in conpliance with the NELAC
st andar ds.

When | aboratory accreditation functions are contracted
out, the accrediting authority shall:

take full responsibility for such subcontracted
wor k,

ensure that the subcontractor or his enpl oyees are
conpetent and conply with the applicable provisions
of the NELAC standards, and

ensure that the subcontractor or his enpl oyees are
not directly involved wth:

A the | aboratory seeking NELAP accreditation from
the accrediting authority enploying the
contractor; or

B) any other affiliations which would conprom se
inpartiality in the NELAP | aboratory accreditation
process.
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6.3.3.1.3 Accrediting Authority's Quality System

a) The accrediting authority shall have a quality system
appropriate to the type, range and vol une of work
performed by the accrediting authority.

b) The quality system shall be docunented in a quality
manual and associated witten quality procedures. The
qual ity manual shall include at |east the follow ng:

1) the quality policy statenent, including objectives
and comm tnents, signed by the manager responsible
for day-to-day managenent of the accrediting
authority’s environnental |aboratory accreditation
program

2) t he organi zational structure of the accrediting
authority’s environnental |aboratory accreditation
program and the responsibilities of individual staff
assigned to the structure;

3) t he procedures for acquiring, supervising and
eval uating the performance of contractors carrying
out any part of the accrediting authority’s
| aboratory accreditation program

4) the arrangenents for annual internal audits as
required in subsection 6.3.3.1 (j);

5) the system for providing feedback to personnel
responsi ble for the area audited and for taking
tinmely and appropriate corrective actions whenever
di screpanci es are detected; and

6) the procedures established to address confli ct- of -
interest questions arising fromthe NELAC standards
as set forth in subsection 6.2.2 (e)(2) and for the
accrediting authority’s managenent and technical
staff as set forth in subsection 6.3.3.1 (i).

7) t he procedures established to maintain docunent
control for docunents required by the NELAC
st andar ds.
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6.3.3.2 Appl i cati on Techni cal Revi ew Report

a) The NELAP assessnment teamw || accept an initial
application and its supporting docunentation that
contains sufficient information to determ ne that an
accrediting authority neets the requirenents of the
NELAC standards for designation as a NELAP-recogni zed
accrediting authority. When the NELAP assessnent team
conpletes its review of an initial application and
notes no deficiencies, the NELAP assessnment teamw ||
schedule the on-site audit as set forth in subsection
6.4.1 bel ow

b) The NELAP assessnment teamw ||l accept a renewal
application and its supporting docunentation that
contains sufficient information to determ ne that an
accrediting authority neets the requirenents of the
NELAC standards for designation as a NELAP-recogni zed
accrediting authority. Wen the NELAP assessnent team
conpletes its review of a renewal application and
denotes no deficiencies, the NELAP assessnent teamw | |
recommend to the NELAP Director that NELAP recognition
be mai nt ai ned.

c) Except as noted in Section 6.5, the NELAP assessnent
teamw ||l not accept the application if it notes
deficiencies. The NELAP assessnent teamw || send by
certified mail an application technical review report
to the accrediting authority. The report wll:

1) identify any specific deficiencies noted during the
application technical review,

2) i nclude references to the specific NELAC standards,
and

3) provi de suggested corrective action.

d) The accrediting authority shall respond with witten
corrective actions within 30 days of receipt of the
NELAP assessnent teaml s subsection (c) notification
Alternately, the accrediting authority has the option
to wwthdraw all or part of its NELAP recognition
request. The NELAP assessnment teamw ||l reviewthe
corrective actions within 15 days of receipt of the
accrediting authority’s response.
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If the corrective actions submtted by the
accrediting authority do not neet the requirenents
of this Chapter, the NELAP assessnent teamw ||
notify the accrediting authority that it nust submt
addi tional corrective actions within 15 days of
recei pt of the NELAP assessnent teani s response.

The NELAP assessnent teamw || reviewthe
accrediting authority’s second corrective action
response within 15 days of receipt.

I f the second corrective action response subnmtted
by the accrediting authority does not address
satisfactorily all of the application deficiencies,
t he NELAP assessnent teamw || make no further
suggestions to the accrediting authority for
correction of application deficiencies.

| f application deficiencies still remain after the
assessnment teanis second attenpt to resolve those
deficiencies, the NELAP assessnent teamw | |
recommend to the NELAP Director that:

A the accrediting authority’s application for
initial NELAP recognition be denied; or

B) the accrediting authority’s NELAP recognition be
revoked.

If the initial application as submtted contained no
deficiencies or if deficiencies were corrected as

provi ded in subsection (d), except those deficiencies
requiring legislative or rul emaking action as set forth
in Section 6.5, the NELAP assessnment teamw || schedul e
the on-site audit as set forth in subsection 6.4.1

bel ow.

| f an accrediting authority elects to appeal denial or
revocati on of NELAP recognition resulting fromthe
Section 6.3.3 application technical review process, an
accrediting authority nust follow the procedure set
forth in Section 6.10 of this Chapter.

After review of the renewal NELAP-recognition
application and supporting docunents, the NELAP
assessnment teamw || schedule an on-site audit of the
accrediting authority’s environmental |aboratory
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6.3.4

1)

2)

3)

4)

5)

b)

6.4

accreditation programas set forth in Section 6.4 (a)
and subsection 6.4.1 (a) bel ow

Notification of Changes to An Accrediting
Aut hority’s Program

For all changes in the accrediting authority’s
environnental | aboratory accreditation programlisted
bel ow, the NELAP Director shall be notified of changes
t o:

the authority to accredit |aboratories as stated in
the statutes and regul ati ons establishing and
governing the accrediting authority’s environnental
| aboratory accreditation program

t he organi zational structure involving either the
managenent or technical staff,

the rules, regulations, policies, guidance docunents
and standard operating procedures,

the mailing address and office |ocation, telephone
and telefacsimlie nunbers and el ectroni ¢ nmi
addr ess, and

the contractual arrangenents, including contractor’s
personnel, for |aboratory accreditation activities
contracted out under authority of subsection 6.2

(c).

The notification to the NELAP Director shall be nmade
wi thin 30 days of the change taking place in the
accrediting authority’s environmental |aboratory
accreditation program

The NELAP Director may request further docunentation or
conduct on-site audits to verify that changes in the
accrediting authority’s NELAP-recogni zed environmnent al

| aboratory accreditation program do not place that
programin viol ation of the NELAC standards.

ON-SI TE AUDIT OF THE ACCREDI TI NG AUTHORI TY
On-site audits of an accrediting authority’s

environnental | aboratory accreditation program shall be
conducted on a four-year cycle as follows:
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An initial on-site audit shall be conducted in
conjunction with an accrediting authority s initial
application process and every four years thereafter;
and

No on-site audit of an accrediting authority’s
environnental | aboratory accreditation programis
required for the two-year renewal application

i mredi ately follow ng an application for NELAP
recognition where an on-site audit was conduct ed.

The NELAP assessnent teamw || arrange on-site audits
except as stated in subsection (c) below at the nutua
conveni ence of the parties.

The NELAP assessnent team nay make subsequent announced
or unannounced on-site audits of an accrediting
authority’s environnental |aboratory accreditation
program whenever such an audit is necessary to
determ ne the accrediting authority's conpliance with
the requirenents of the NELAC standards.

Scheduling the On-Site Audits

The NELAP assessnent team shall contact the accrediting
authority to schedule on-site audits as set forth in
Section 6.4 (a) above within 15 days of the date the
NELAP assessnent team accepts an initial or renewal
appl i cation.

The NELAP assessnent team nust send to the accrediting
authority witten confirmation of the |ogistics
required to conduct the on-site audit. The witten
confirmation shall include, but is not limted to:

on-site audit date and agenda or schedul e of
activities,

copi es of the standardi zed audit checklists,

the nanes, titles, affiliations, and on-site audit
responsibilities of the NELAP assessnent team
menbers, and

the nanes and titles of all accrediting authority
staff that need to be available during the on-site
audi t .
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c) All on-site audits shall be conducted no | ater than 45
days follow ng approval of the application.

6.4.2 Conducting the On-Site Audit

a) The purpose of the on-site audit is to verify
conpliance with the requirenents of the NELAC standards
i ncluding, but not limted to:

1) determ ning the accuracy of information contained in
the accrediting authority’s application and
supporting docunents;

2) determ ni ng whether the accrediting authority’s
i npl enmentation of its environnental |aboratory
accreditation programconforms with the information
and data contained in the application and supporting
docunents; and

3) observi ng, upon recomendati on of the NELAP
assessnment team and the approval of the NELAP
Director, an accrediting authority’ s |aboratory
assessor(s) conducting an on-site audit of a
| aboratory seeking initial or renewal NELAP
accreditation. The NELAP assessnent team nenbers
shall not participate in the |aboratory’s
assessnent.

b) When conducting an on-site audit, the NELAP assessnent
team shall, at a m ni num

1) review the accrediting authority’ s record keeping
and docunent ati on procedures;

2) conduct interviews with the accrediting authority’s
managenent and technical staff;

3) revi ew sel ected | aboratory accreditation cases;

4) review records of |aboratory conplaints, disputes
and appeal s; and

5) review quality assurance and internal audit
procedures enployed by the accrediting authority.

c) The NELAP assessnent team shall have access to al
records of the accrediting authority’s environmental
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| aboratory accreditation programto determ ne
conpliance with the NELAC standards.

d) The NELAP assessnent team shall have the opportunity to
interview privately:

1) al | managenent and technical staff of the
accrediting authority’s environmental |aboratory
accreditation program and

2) any NELAP-accredited | aboratory receiving its
accreditation fromthe applicant accrediting
authority.

e) The NELAP assessnent team nust ensure that the audit is
conducted according to the schedule as set forth in
subsection 6.4.1 (b)(1) and consists of the foll ow ng:

1) an openi ng neeting,

2) t he physical audit of the accrediting authority’s
environnent al | aboratory accreditation program and

3) an exit interview to discuss all noted deficiencies.

f) The NELAP assessnent team shall conduct all audits in
accordance wth the NELAP standard operating procedure
for conducting on-site audits of accrediting
authorities.

6.4.3 On-Site Audit Reports
a) The NELAP assessnment teamw ||l send by certified nail
to the accrediting authority an on-site audit report
wi thin 30 days of conpletion of the on-site audit. The
report shall include, but is not limted to:
1) the date(s) of assessnent;

2) t he nane(s) of the person(s) responsible for the
report;

3) t he NELAP recognition fields of testing being
applied for; and
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4) the coments of the NELAP assessnent team on the
accrediting authority’s conpliance with the
requi renents of the NELAC standards.

b) If the on-site audit does not reveal any deficiencies,
t he NELAP assessnent team shall recomrend to the NELAP
Director that the accrediting authority be granted or
mai nt ai n NELAP recognition

c) | f deficiencies are noted during the on-site audit, the
report will:
1) identify any specific deficiencies noted during the
on-site audit,
2) i nclude references to the specific NELAC standards,
and

3) provi de suggested corrective action.

d) If the on-site audit reveals deficiencies, the
accrediting authority shall submt a plan of corrective
action to the NELAP assessnent teamw thin 30 days of
recei pt of the on-site audit report.

1) The plan of corrective action nust detail those
specific actions taken or that will be taken by the
accrediting authority to correct all deficiencies
noted by the NELAP assessnent team during the on-
site audit.

2) The plan of corrective action nust include the
accrediting authority's projected tine to conplete
the corrective actions not yet conplete at the tine
of the accrediting authority s response to the on-
site audit report.

3) Except for those deficiencies set forth in Section
6.5, the inplenentation of corrective actions nust
take place no nore than 60 days fromrecei pt of the
on-site audit report.

e) The NELAP assessnent team shall recomrend to the NELAP
Director revocation or denial of NELAP recognition for
on-site audit deficiencies for any accrediting
authority that fails to submt a plan of corrective
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action within 30 days as set forth in subsection (d)
above.

Wthin 15 days of receipt of the accrediting
authority’s plan of corrective actions, the NELAP
assessnment team shall review the plan and respond in
witing to the accrediting authority.

I f the accrediting authority corrects al
deficiencies, the NELAP assessnent team shal
recommend to the NELAP Director that the accrediting
authority be granted or maintain NELAP recognition.

I f the accrediting authority’s plan of corrective
actions does not address all deficiencies, the NELAP
assessnment teamw ||l notify the accrediting
authority by certified mail that it nust submt

anot her plan of corrective actions for the remaining
deficiencies not covered by Section 6.5 within 15
days of the accrediting authority’'s receipt of this
notification.

The NELAP assessnent team shall review the corrective
actions for the remaining deficiencies within 15 days
of receipt of a subsection (f)(2) response fromthe
accrediting authority.

If all deficiencies are not corrected and the
remai ni ng deficiencies affect only certain fields of
testing, the NELAP assessnment team shall reconmend
to the NELAP Director that the accrediting
authority’s NELAP recognition be denied or revoked
for those fields of testing for which on-site audit
deficiencies remain.

If all deficiencies are not corrected and the
remai ni ng deficiencies affect the entire accrediting
authority’s environnental |aboratory accreditation
program the NELAP assessnent team shall recomrend
to the NELAP Director that the accrediting
authority’s NELAP recognition be denied or revoked.

If the only remai ning deficiencies require

| egi slation or rul emaking as set forth in Section
6.5, the NELAP assessnent team shall recomend to
the NELAP Director that the accrediting authority be
granted or nai ntain NELAP recognition.
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h)

4)

6.5

b)

1)

2)

3)

I f remai ning deficiencies are corrected, the NELAP
assessnment team shall recomend to the NELAP
Director that the accrediting authority be granted
or mai ntain NELAP recognition.

| f the NELAP assessnent team determ nes that the
accrediting authority has falsified information
included in its application and supporting docunents,

t he NELAP assessnent team shall recomrend to the NELAP
Director that the accrediting authority’s NELAP
recognition be denied or revoked.

ACCREDI TI NG AUTHORI TY’ S REQUEST FOR EXTENSI ON OF TI ME
TO COMPLY W TH THE NELAC STANDARDS

Upon witten request to the NELAP Director, through the
NELAP assessnent team an extension of time, not to
exceed two years, to correct deficiencies noted in the
accrediting authority’ s application and/ or deficiencies
noted during the on-site audit will be granted only:

when an applicant accrediting authority has an
operating environnental |aboratory accreditation
programfor the fields of testing for which it is
seeki ng or renew ng NELAP recognition, and

when i nplementation of corrective actions to correct
application and/or audit deficiencies requires the
accrediting authority to pronul gate new or revised
regul ati ons, or

when i npl ementation of corrective actions to correct
application and/or audit deficiencies requires the
accrediting authority to seek new or revised

| egi sl ati on.

If the deficiencies continue to exist after tw years
fromthe date the extension was granted, the NELAP
recognition granted as set forth in subsection 6.4.3
(g9)(3) above will not be renewed.

The accrediting authority shall include in its request
for an extension of tinme to conply with the NELAC
standards a projected tine table for correction of the
application and/or audit deficiencies.
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6.6 NELAP ASSESSMENT TEAM RECOMVENDATI ONS TO THE NELAP

a)

b)

d)

1)

2)

3)

4)

5)

DI RECTOR

All recommendations required by this Chapter fromthe
NELAP assessnent teamto the NELAP Director nust be
made in witing.

Al l NELAP assessnment teamrecommendations to the NELAP
Director shall include the foll ow ng docunentation when
appl i cabl e:

a recommendation to grant, maintain or revoke NELAP
recognition in full or in part;

a summary of the reasons supporting the
recommendat i on;

a copy of all application review letters sent to the
accrediting authority and all corrective action
response letters submtted by the accrediting
authority to the NELAP assessnent team

a copy of all on-site audit review letters sent to
the accrediting authority and all corrective action
response letters submtted by the accrediting
authority; and

a copy of the accrediting authority’s requests for
extension of tinme to inplenent corrective actions if
| egislative or additional rulemaking is required
pursuant to Section 6.5.

A copy of any NELAP assessnent team s reconmendation to
the NELAP Director also shall be furnished to the
accrediting authority.

Wthin 20 days of receipt of the NELAP assessnent
team s reconmmendation, the NELAP Director shall provide
witten notification to the accrediting authority of
acceptance or rejection of the NELAP assessnent teanis
recommendat i on.

The accrediting authority has the option to appeal a
revocation or denial decision regardi ng NELAP
recognition by the NELAP Director as set forth in
Section 6.10 of this Chapter.
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6.7

b)

1)

2)

3)

4)

5)
6)

7)

8)

9)
6.8

CERTI FI CATE OF RECOGNI TI ON TO THE ACCREDI TI NG AUTHORI TY

The NELAP Director will issue a certificate of NELAP
recognition dated the day on which NELAP recognition is
gr ant ed.

The certificate of NELAP recognition shall include the
follow ng itens:

t he nane and address of the accrediting authority,

the fields of testing for which the accrediting
authority i s NELAP-recogni zed,

the date of the accrediting authority's nost recent
on-site audit,

the expiration date of the accrediting authority’s
NELAP recognition which shall not be nore than two
years fromthe date of the nost recent date granting
NELAP recogni tion,

the signature of the NELAP Director

a statement that the accrediting authority is in
conpliance with the NELAC st andards,

a statement that the accrediting authority has been
granted the authority to accredit environnental

| aboratories for the fields of testing for which the
accrediting authority i s NELAP-recogni zed,

a statenent that continued NELAP recognition depends
on conpliance with the NELAC standards; and

a seal incorporating the NELAP insignia.
USE OF ACCREDI TATI ON BY NELAP ACCREDI TED LABORATORI ES

The accrediting authority shall have requirenents for
controlling the ownership, use and di splay of the
accrediting authority’s NELAP accreditation docunents
and for controlling the manner in which an accredited

| aboratory may refer to its NELAP accreditation. These
arrangenents shall include, but are not limted to
requi renents that:
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NELAP accredited | aboratories post or display their
nost recent NELAP accreditation certificate or their
NELAP accreditation fields of testing in a prom nent
place in the | aboratory facility;

NELAP accredited | aboratories make accurate
statenments concerning their NELAP accreditation
fields of testing and NELAP accreditation status;

NELAP accredited | aboratories acconpany the
accrediting authority’s nane with at |east the
phrase “NELAP accredited” and the | aboratory’s
accreditation nunber or other identifier when the
accrediting authority’s nane is used on general
literature such as catal ogs, advertising, business
solicitations, proposals, quotations, or other
materials; and

NELAP accredited | aboratories not use their NELAP
certificate or NELAP accreditation status to inply
endorsenment by the accrediting authority.

The accrediting authority shall have arrangenents to
ensure that NELAP accredited | aboratories choosing to
use the accrediting authority’s name or nmaking
reference to its NELAP accreditation status in any
cat al ogs, advertising, business solicitations,
proposal s, quotations, or other materials, the NELAP
accredited | aboratory shall:

di stingui sh between proposed testing for which the
NELAP- accredi ted | aboratory is accredited and the
proposed testing for which the NELAP accredited

| aboratory is not accredited;

i ncl ude the NELAP-accredited |aboratory’s
accreditation nunber or other identifier; and

The accrediting authority shall have arrangenents to
ensure that the NELAP-accredited |aboratories upon
suspensi on, revocation or wthdrawal of their NELAP
accreditation shall:

di sconti nue use of all catal ogs, adverti sing,

busi ness solicitations, proposals, quotations, or
other materials that contain reference to their past
NELAP accreditation status, and
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return any certificates for NELAP accreditation to
the accrediting authority.

The accrediting authority shall have arrangenents to
take suitable actions, including |egal action, when
incorrect references to the accrediting authority’s
NELAP accreditation or m sl eadi ng use of the

| aboratory’s NELAP accreditation status is found in
cat al ogs, advertisenents, business solicitations,
proposal s, quotations, or other materials.

REQUI REMENTS OF THE NELAP

The NELAP assessnent team shall submt all documents,
letters, audit notes, checklists, etc. to the NELAP
headquarters office wthin:

30 days of the final decision on the application by
t he NELAP Director, or

30 days after the final recomrendation by the
Accrediting Authority Revi ew Board (AARB) as set
forth in Section 6.10 of this Chapter.

The NELAP Director shall maintain conplete and accurate
records of all docunents relating to the application
and on-site audit processes for each accrediting
authority for a mninmumof ten years or a |onger period
of time if required by contractual obligations or
pertinent federal |aws and regul ati ons.

The NELAP Director shall maintain an electronic
directory to display the status of all NELAP-recogni zed
accrediting authorities, pending applications for NELAP
recognition and currently schedul ed announced on-site
audi t s.

NELAP Assessnment Team

The NELAP Director shall appoint NELAP assessnent team
menbers as set forth in Section 6.3.3 (a)(4) and

del egate the responsibilities required by this Chapter
to assessment teans.

During the tinme prior to the NELAP issuing the first
NELAP recognitions to accrediting authorities, the
NELAP assessnent team shall consist of at |east one
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menber who is an enployee of the USEPA and at | east
one nmenber who is an enployee of another operating
territorial, state or federal environnmental |aboratory
accreditation program

No |ater than two years fromthe date that the first
accrediting authority recognitions are announced , the
NELAP assessnent team shall consist of at | east one
menber who is an enployee of the USEPA and at | east
one nenber who is a enployee of a NELAP-recogni zed
accrediting authority.

Each nmenber of the NELAP assessnent team shall neet the
education, experience and training requirenments
specified in the NELAC standards, Chapter three, On-
Site Assessnent, for |aboratory assessors.

The NELAP assessnent team shall:
have at | east one nenber with three years of
experience assessing |laboratories at a mninumrate
of four assessnents each year;

have at | east one nenber with experience that
i ncludes at |east one of the follow ng:

A) registration as a | ead assessor;

B) one year of experience inplenenting federal or
state | aboratory accreditation rul emaking;

O | aboratory accreditation managenent; or

D) one year experience devel oping or participating in
| aboratory accreditation prograns.

Al'l experience required by this subsection nust have
been acquired within the five year period

i mredi ately precedi ng appoi ntment as a NELAP
assessnment team nenber.

APPEALI NG DECI SI ONS TO DENY OR REVCOKE NELAP RECOGNI TI ON
Wthin 15 days of official notification of the NELAP

action on an accrediting authority’s application for
NELAP recognition, the accrediting authority shal
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b)

d)

f)

9)

h)

notify the NELAP Director and the Accrediting Authority
Revi ew Board (AARB) (as established in the NELAC
standards, Chapter one, Policy and Structure) if the
accrediting authority chooses to appeal the NELAP
action.

| f any AARB nmenber is not free of financial connection
to the appealing accrediting authority, or is not free
of any other relationship that would bias their review
of the case, that AARB nenber shall be excluded from
participating in deliberations on that appeal.

The AARB shall carry out an independent review of the
entire record (all application information, checklists,
review notes, on-site audit notes, letters, reports and
any other data in the NELAP and NELAP assessnent team
files).

The AARB nust conduct interviews with the accrediting
authority, the NELAP assessnent team nenbers and the

NELAP Director. The AARB al so may conduct interviews
wi th other individuals deened appropriate by the AARB.

| f the accrediting authority so desires, an opportunity
for both the NELAP and the accrediting authority to
appear before the AARB shall be granted. Such a
meeting shall be held in the state of the appealing
accrediting authority.

The AARB nmust conplete its review and render a final
recomendation to the NELAP Director within 90 cal endar
days follow ng receipt of the notice of appeal.

The ultimate decision to grant, maintain, deny or
revoke NELAP recognition remains with the NELAP
Director. The NELAP Director shall notify the
appeal i ng accrediting authority of his/her decision
wi thin 15 days of receipt of the recommendati on from
t he AARB.

Accrediting authorities shall be |limted to one appeal
for each application cycle.
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Figure 1: Flow Chart for NELAP Recognition of An
Accrediting Authority
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